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- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
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3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
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DETAILED ACTION 

Response to Arguments/Election/Restrictions 
Applicant's election with traverse of SEQ ID NO:3760 in the reply filed on September 
1 3, 2006 is acknowledged. The traversal is on the ground(s) that up to ten sequences are 
permitted in a case. This is not found persuasive because one nucleic acid sequence legitimately 
constitutes "up to ten" sequences. 

The requirement is still deemed proper and is therefore made FINAL. 

Status of Claims 

Claims 1-20 have been cancelled, and claims 21-40 have been added. Accordingly, 
claims 21-40 are pending and currently under examination on the merits. 

Oath/Declaration 

This application presents a claim for subject matter not originally claimed or embraced in 
the statement of the invention. A new matter has been entered into all pending claims in the 
amendments filed on September 13, 2006 and September 21, 2006. See below for the §1 12 new 
matter rejection on pages 8-9 herein. A supplemental oath or declaration is required under 37 
CFR 1 .67. The new oath or declaration must properly identify the application of which it is to 
form a part, preferably by application number and filing date in the body of the oath or 
declaration. See MPEP §§ 602.01 and 602.02. 
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Information Disclosure Statement 
The information disclosure statement filed on October 3 5 2006 fails to comply with 37 
CFR 1 .98(a)(2), which requires a legible copy of each cited foreign patent document; each non- 
patent literature publication or that portion which caused it to be listed; and all other information 
or that portion which caused it to be listed. It has been placed in the application file, but the 
information referred to as Citation No. 2930 has not been considered. 

Priority 

The later-filed application must be an application for a patent for an invention which is 
also disclosed in the prior application (the parent or original nonprovisional application or 
provisional application). The disclosure of the invention in the parent application and in the later- 
filed application must be sufficient to comply with the requirements of the first paragraph of 35 
U.S.C.T 12. See Trans co Products, Inc. v. Performance Contracting, Inc., 38F.3d551,32 
USPQ2d 1077 (Fed. Cir. 1994). 

The disclosure of the prior-filed application, Application No. 60/441,241, fails to provide 
adequate support or enablement in the manner provided by the first paragraph of 35 U.S.C. 1 12 
for one or more claims of this application, because the instantly claimed SEQ ID NO:3760 was 
not disclosed. It is noted that applicant has asserted that SEQ ID NO:3760 corresponds to the 
sequence of VGR389 (see page 5 of Remarks filed on September 13, 2006). However, it is found 
that this asserted "VGR389" does not exist in the provisional application. In view of the 
foregoing, the benefit of the priority to Application No. 60/441,241 is denied and the instant 
filing date, August 28, 2003, will be the effective filing date for the instant case. 
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If applicant believes that the instantly elected invention SEQ ID NO:3760 is adequately 
described and supported in the provisional application, applicant is encouraged to point out the 
particulars in response to this Office action. 



Specification 

The disclosure is objected to because of the following informalities: The title of the 
instant application as well as the abstract contain the term, "novel". The title as well as the 
abstract of a patent application should be descriptive of the claimed subject matter, which is 
presumed to be novel. See M.P.E.P. 606. Accordingly, the term "novel" is not descriptive of the 
claimed subject matter in the instant case because it is obvious that claimed invention be novel. 

Appropriate correction is required. 



Claim Objections 

Claims 22-24 are objected to under 37 CFR 1.75 as being substantial duplicates of claims 
26-28, respectively. When two claims in an application are duplicates or else are so close in 
content that they both cover the same thing, despite a slight difference in wording, it is proper 
after allowing one claim to object to the other as being a substantial duplicate of the allowed 
claim. See MPEP § 706.03(k). 

In the instant case, claims 22-24 and claims 26-28 are drawn to isolated nucleic acids 

/ 

consisting of at least 18 nucleotides of SEQ ID NO:3760. Since both sets of claims expressly 

/ 

recite the identical structural limitations, it is/Concluded that claims 22-24 and claims 26-28 are 
so close in content that they both cover the same invention. 
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Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or 
any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 

Claims 21-34 are rejected under 35 U.S.C. 101 because the claimed invention lacks 
patentable utility. 

The claims are drawn to an isolated nucleic acid consisting of at least 18 nucleotides of 
SEQ ID NO:3760. 

The claimed nucleic acid is not supported by a specific asserted utility because the 
disclosed uses of the nucleic acid are not specific and are generally applicable to any nucleic 
acid. The specification states that the isolated nucleic acid may be useful as probes for selectively 
detecting expression of at least one gene (paragraphs 0028-0029) or the nucleic acid can be used ■ 
to create a recombinant nucleic acid which is incorporated into a vector (paragraph 0012) or to 
produce an anti-viral substance capable of neutralizing the viral RNA, including production of 
immunologically neutralizing agents (paragraphs 0030-0032). The specification also describes 
that knowledge gained from the isolated nucleic acids may be useful in preventing and treating 
viral diseases (paragraph 0009). All of these asserted uses described in the instant specification 
are generally applicable to a myriad of isolated nucleic acids, and therefore, the instantly claimed 
isolated nucleic acid lacks a specific utility. 

Claims 39-40 are rejected under 35 U.S.C. 101 because the claims embrace two different 
statutory classes of invention. Such claims should also be rejected under 35 U.S.C. 101 based on 
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the theory that the claim is directed to neither a "process" nor a "machine," but rather embraces 
or overlaps two different statutory classes of invention set forth in 35 U.S.C. 101 which is 
drafted so as to set forth the statutory classes of invention in the alternative only. See In Ex parte 
Lyell, 17 USPQ2d 1548 (Bd. Pat. App. & Inter. 1990) at 1551. 



Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 39-40 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

The claims are drawn to a gene expression inhibition system comprising the vector and a 
means for inserting said vector into a cell. 

A single claim which claims both an apparatus and the method steps of using the 
apparatus is indefinite under 35 U.S.C. 1 12, second paragraph. In Ex parte Lyell, 17 USPQ2d 
1548 (Bd. Pat. App. & Inter. 1990), a claim directed to an automatic transmission workstand and 
the method steps of using it was held to be ambiguous and properly rejected under 35 U.S.C. 
112, second paragraph. See also MPEP §2173.05(p). 

Claims 21-40 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 
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Claims 22-40 depend from claim 21 , which recites "(c) a sequence at least 42/63 identical 
to (a) or (b)" in line 5. 

It is unclear what constitutes the sequence recited in claim 21 (c) because the numerical 
value "42/63" is not properly defined in the instant specification. Accordingly, one skilled in the 
art cannot ascertain the metes and bounds set forth by the isolated nucleic acid comprising "(c) a 
sequence at least 42/63 identical to (a) or (b)" , thus rendering claim 21 and its dependent claims 
indefinite. 

Further, claim 25 also contains "42/63" in line 5 and claims 33-34 contain "15/25", 
whose definitions are not set forth in the instant specification. 

Claim 21 specifically recites "An isolated nucleic acid consisting of 1 8 to 120 nucleotides 
wherein the sequence of the nucleic acid comprises :" in lines 1-2. Claim 21 and its dependent 
claims are considered ambiguous and internally inconsistent because the transitional phrase 
"consisting of excludes any element, step, or ingredient not specified in the claim. See In re 
Gray, 53 F.2d 520, 1 1 USPQ 255 (CCPA 1931); Ex parte Davis, 80 USPQ 448, 450 (Bd. App. 
1 948). A claim which depends from a claim which "consists of the recited elements or steps 
cannot add an element or step. The transitional term "comprising", which is synonymous with 
"including," "containing," or "characterized by," is inclusive or open-ended and does not 
exclude additional, unrecited elements or method steps. See, for example, Mars Inc. v. HJ. 
Heinz Co., 377 F.3d 1369, 1376, 71 USPQ2d 1837, 1843 (Fed. Cir. 2004). Since the claim 
contains two conflicting transitional terms, the instantly claimed invention is considered 
ambiguous and vague. For examination purpose, the examiner will construe the claim 21 to read 
on any nucleic acid having at least 18 and at most 120 nucleotides of SEQ ID NO:3760. 
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Claims 26-27, 30, 32, and 34 are rejected under 35 U.S.C. 1 12, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claims 26-27 recite the limitation "the at least 18 nucleotides" in line 1. There is 
insufficient antecedent basis for this limitation in the claim because claim 25 does not recite this 
specific limitation, rendering claims 26-27, 30, 32, and 34 indefinite. 

Claims 29-30 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

The claims recite an isolated nucleic acid of SEQ ID NO:3760, wherein the nucleic acid 
is RNA, which is internally inconsistent because the SEQ ID NO:3760 (the component (a)) is a 
DNA sequence. 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 21-34 are also rejected under 35 U.S.C. 1 12, first paragraph. Specifically, since 
the claimed invention is not supported by either a specific utility or a well-established utility for 
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the reasons set forth above on page 5 herein, one skilled in the art clearly would not know how to 
use the claimed invention. 

Claims 39-40 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply with 
the enablement requirement. The claim(s) contains subject matter which was not described in 
the specification in such a way as to enable one skilled in the art to which it pertains, or with 
which it is most nearly connected, to make and/or use the invention. 

The claims are drawn to gene expression inhibition systems consisting of 18 to 120 
nucleotides of SEQ ID NO:3760 (claim 39) and consisting of SEQ ID NO:3760 (claim 40). 

As evidenced by the sequence listing, SEQ ID NO:3760 consists of 1623 nucleotides in 
length. Unlike probes claimed in claims 37-38, gene expression inhibition systems must impart 
an inhibitory function as the patentability weight is given to the preamble language. 

The factors to be considered in determining whether undue experimentation is required 
are summarized In re Wands, 858 F.2d 731,737, 8 USPQ2d 1400, 1404 (Fed. Cir. 1988). The 
Court in Wands states: "Enablement is not precluded by the necessity for some experimentation 
such as routine screening. However, experimentation needed to practice the invention must not 
be undue experimentation. The key word is 'undue', not 'experimentation'. " (Wands, 8 USPQ2d 
1 404). There are many factors to be considered when determining whether there is sufficient 
evidence to support a determination that a disclosure does not satisfy the enablement requirement 
and whether any necessary experimentation is "undue." These factors include: (A) The. breadth 
of the claims; (B) The nature of the invention; (C) The state of the prior art; (D) The level of 
one of ordinary skill; (E) The level of predictability in the art; (F) The amount of direction 



Application/Control Number: 10/604,943 Page 10 

Art Unit: 1635 

provided by the inventor; (G) The existence of working examples; and (H) The quantity of 
experimentation needed to make or use the invention based on the content of the disclosure. 

The instant specification is found to contain no disclosure relevant to gene expression 
inhibition systems comprising the isolated nucleic acid, wherein the nucleic acid consists of 18 to 
120 nucleotides of SEQ ID NO:3760 or the entire SEQ ID NO:3760. 

Since the art of inhibiting gene expression comprising an isolated nucleic acid construct 
in a cell is recognized to be unpredictable, due to the difficulties with accessibility and 
unpredictable kinetics of nucleic acids inside a cell, one skilled in the art would require specific 
guidance/direction in order to make/use the instantly claimed invention. See for example review 
article by Opalinska et al. {Nature Reviews Drug Discovery, 2002, 1 :503-5 14), page 511. 

In re Vaeck, 947 F.2d 488, 495, 20 USPQ2d 1438, 1444 (Fed. Cir. 1991), the Court ruled 
that a rejection under 35 U.S.C. 112, first paragraph for lack of enablement was appropriate 
given the relatively incomplete understanding in the biotechnological field involved, and the lack 
of a reasonable correlation between the narrow disclosure in the specification and the broad 
scope of protection sought in the claims. 

In view of the foregoing, the instant disclosure does not provide any guidance required to 
overcome the art-recognized unpredictability of using nucleic acids to inhibit gene expression in 
a cell. One skilled in the art cannot predict that the claimed nucleic acids will constitute gene 
expression inhibition systems, because such nucleic acids have not been demonstrated to show 
inhibitory effects in a cell. It is clear that based on the state of the art, in the absence of 
experimental evidence, no one skilled in the art would accept the assertion that the gene 
expression inhibition systems would be used without undue experimentation. 
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In light of the above, undue experimentation would have been needed to make and use 
the claimed invention based on the content of the disclosure (i.e., amount of direction and 
existence of working examples provided by the inventor) and the state of the prior art, the level 
of one of ordinary skill, and the level of predictability in the art. In view of all these factors and 
the totality of the teachings that the activity of nucleic acids inside a cell are unpredictable, 
undue experimentation would be required of the skilled artisan to practice the instantly claimed 
invention, thus claims 39-40 are not enabled. 

Claims 21-40 are rejected under 35 U.S.C. 112, first paragraph, as failing to comply with 
the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in the relevant 
art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention. This is a new matter rejection. 

Claims 22-40 depend from claim 21, which specifically claims SEQ ID NO:3760. It is 
noted that the instant application, as originally filed on August 28, 2003, did not disclose SEQ ID 
NO:3760. In fact, the sequence listing filed on August 28, 2003 consists of SEQ ID NOs:l-3750. 
It is also noted that applicant filed Amendment to the Specification on September 13, 2006, 
which entered SEQ ID NOs:375 1-3759 to properly identify ESTs in Figures 12A, 13 A, 14A and 
the primers listed in paragraph 0151, as required to comply with the sequence rule. Nonetheless, 
no record of SEQ ID NO:3760 is noted in the amendments filed with this application, except for 
the new entry of SEQ ID NOs:375 1-3760 in the CRF and paper copy filed on September 18, 
2006. 
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Since no adequate support/description for SEQ ID NO:3760 is found in the specification, 
the elected invention SEQ ID NO: 3 760 presents a departure from the originally described 
disclosure, and thus introduces a new matter. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

Claims 21 and 35 are rejected under 35 U.S.C. 102(b) as being anticipated by Paoletti et 
al. (US 5744140). 

The claims are drawn to an isolated nucleic acid consisting of at least 1 8 consecutive 
nucleotides of SEQ ID NO:3760, wherein the isolated nucleic acid is inserted into a vector. 

Paoletti et al. teach SEQ ID NO:23 (72-mer), of which nucleotides 18-58 perfectly align 
with nucleotides 994-1034 of the instant SEQ ID NO:3760. Thus, the SEQ ID NO:32 meets the 
, minimal structural requirement of consisting of at least 1 8 consecutive nucleotides of SEQ ID 
NO:3760. They teach that this sequence is homologous to a portion of the 14L vaccinia virus 
coding sequences and is inserted into a vector (columns 22-23), thus meeting all the 
requirements set forth by the claims. 
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Claims 21, 24, 28, and 37-38 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Zhou (US 2004/0146910 Al). 

The claims are drawn to an isolated nucleic acid consisting of at least 18 consecutive 
nucleotides of SEQ ID NO:3760, wherein the isolated nucleic acid comprises a probe. 

The reference of Zhou teaches SEQ ID NO:2 13,554 (25-mer), of which 18 consecutive 
nucleotides (nucleotide position 2 to position 19) perfectly align with 18 consecutive nucleotides 
of the instant SEQ ID NO:3760 (nucleotide position 945 to position 962). It teaches that SEQ ID 
NO:2 13,554 can be used as a microarray probe for gene expression analysis (paragraph 0006), 
thus meeting all the requirements set forth by the instant claims. 

Conclusion 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Dana Shin whose telephone number is 571-272-8008. The 
examiner can normally be reached on Monday through Friday, from 8am-4:30pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Peter Paras can be reached on 571-272-4517. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Dana Shin 
Examiner 
Art Unit 1635 




